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DETAILED ACTION 
Status of the Claims 
After the amendment filed 5/10/2007, claims 1-40 are pending in this application. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
fornn the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless ^ 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

1. Claims 1-40 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Pugh (US 2003/0031993). 

With regard to claim 1, and the limitations of a pseudo skin, and a receiver, 
wherein the receiver receives an end effector, Pugh discloses an anatomical simulator 
with a simulated surface, with one or more sensors in the anatomical simulator 
(Paragraph [0011]). With regard to the limitation of a first device for performing a first 
skin-interaction technique that is used in conjunction with a simulated vascular-access 
procedure, wherein the receiver and first device are disposed beneath the pseudo skin, 
Pugh discloses that the simulator may include anatomical parts inside, such as a spleen 
or liver (Paragraph [0013]). The simulated parts may be used for simulating palpation or 
manual assessment by a user (Paragraph [0012]). Therefore, the end effector could 
comprise a user's hand. 

With regard to claim 2, and the limitation wherein an insertion region for the end 
effector is defined at a site at which the end effector is received by the receiver, and 
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wherein the insertion region is proximal to a first region of the pseudo skin, Pugh 
discloses that openings may be used so that a user may access internal organs 
(Paragraph [0012]; Figs. 14A-C, 15, and 16). 

With regard to claim 3, and the limitation wherein the first-skin interaction 
technique comprises at least one of either palpation or occlusion, Pugh discloses that a 
user may perform palpation or manual assessments (Paragraph [0012]). With regard to 
the limitations wherein a second region of the pseudo skin is accessible to perform the 
first skin-interaction technique, and wherein the first region of the pseudo skin is closer 
to a user than the second region of the pseudo skin when the user is using the 
apparatus, Pugh discloses that the anatomical simulator may have multiple regions, 
such as an anterior and posterior region (Paragraph [0041 - 0042]; Fig. 3). One region 
would be closer to a user then another region, depending on the location of the user 
with respect to the apparatus. 

With regard to claims 4 and 13. and the limitation of a second device for 
performing a second skin-interaction technique, wherein the second device is disposed 
beneath the pseudo skin, Pugh discloses that a plurality of simulated organs may be 
included so that different types of examinations may be performed (Paragraph [0012]). 

With regard to claim 5, and the limitation wherein the skin-interaction technique 
comprises skin stretching, Pugh discloses skin stretching in Figs. 14C, 15, and 16. With 
regard to the limitation wherein a third region of said pseudo skin is accessible to 
perform the second skin interaction, and wherein the third region of the pseudo skin is 
closer to a user than the first region of the pseudo skin when the user is using the 
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apparatus, Pugh discloses tliat a plurality of regions of skin may be used for performing 
assessments (Fig. 15-17). One region would be closer to a user then another region, 
depending on the location of the user with respect to the apparatus. 

With regard to claim 6, and the limitation of a housing, wherein the housing has 
an anterior portion, a posterior portion, an upper surface and a lower surface, Pugh 
discloses that the simulator may contain anterior and posterior portions, as well as 
superior and inferior poles (I.e., upper and lower surfaces) (Fig. 3; Paragraphs 0041 ~ 
0042]). Additionally, Pugh discloses various embodiments in which a housing may be 
used to contain the simulated organs (Figs. 1, 8, 15). Additionally, Pugh discloses 
various housings which may be used with the invention (Item 18 in fig. 1; Items 33 and 
40 in Fig. 4; Item 102 in fig. 8; Fig. 9). Each of the aforementioned housings have 
anterior and posterior regions, and upper and lower surfaces. With regard to the 
limitation wherein, in use, the anterior portion is proximal to a user, and the posterior 
portion is distal to a user, a user of the invention of Pugh could be closer to one portion 
then another, depending on the location of the user with respect to the apparatus. With 
regard to the limitation wherein the lower surface is proximal to a support surface on 
which the apparatus resides, and wherein the upper surface is distal to the support 
surface, Pugh discloses this feature in Fig. 8, which shows the apparatus resting on a 
support surface 104, wherein the lower surface of the apparatus is proximal to the 
support surface, and the upper surface of the apparatus is distal to the support surface 
(Paragraph [0056]). 
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With regard to claim 7, and the limitation wherein the upper surface is no more 
than about 5 Inches above the lower surface, the housing units 33 and 40 in Fig. 4 
appear to have only a slightly bigger height than the mouse 44. Since a mouse is 
generally about 1.5 Inches high, one could assume that housings 33 and 40 in Fig. 4 
are probably about 2 or 3 inches high. Additionally, Pugh discloses that the size of the 
anatomical simulator and organs represent expected ranges of human size, shape, and 
other qualities (Paragraph [0038]). Therefore, if the invention were being used to 
simulate the anatomy of a baby or small child, the height of the anatomical simulator 
would be less than about 5 inches. 

With regard to claim 8, and the limitation wherein the housing comprises at least 
one opening proximal to the upper surface thereof to access the pseudo skin, Pugh 
discloses a plurality of openings through which a user may interact with the simulator 
(Figs. 14A-C, 15, and 16). 

With regard to claim 9, and the limitation wherein the housing comprises a 
handle proximal to the anterior portion by which a user grips the apparatus during use, 
Pugh discloses appendages which may be used to grab by a user {Fig. 8 shows two 
such appendages at the rightmost portion of the drawing). 

With regard to claim 10, and the limitation wherein an insertion region for the end 
effector is defined at a site at which the end effector is received by the receiver, and 
wherein the insertion region is proximal to a first region of the pseudo skin, Pugh 
discloses an insertion region for a user's hand (i.e., end effector) (Fig. 15). With regard 
to the limitation wherein a first end of the receiver is relatively closer to the insertion 
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region and a second end of the receiver is relatively further from the insertion region, 
Pugh discloses that tactile sensors may be located In the simulator to detect user 
interaction with the organs (Paragraph [001 1], [0013 - 0015]). The tactile sensors may 
be located at various positions with regard to a simulated anatomy, including the outer 
surface and inner cavity (Items 16 and 20 in Fig. 1; Paragraph [0037]). Therefore, one 
sensor (i.e., a first end of the receiver) could be located close to an insertion region, 
while another sensor (i.e., second end of the receiver) could be located underneath an 
organ, farther away from the insertion region than the first sensor. 

With regard to claims 11,12, and 14, and the limitation wherein the first skin 
interaction technique comprises at least one of either palpation or occlusion, Pugh 
discloses this feature, as previously described (Paragraph [0012]). 

With regard to claim 1 1 , and the limitation wherein the first end of the receiver is 
closer to the anterior portion of the housing than the first device, Pugh discloses that 
tactile sensors may be placed at various locations with regard to a simulated organ (i.e., ■ 
first device) (Items 16 and 20 in Fig. 1; Paragraph [0037]; Items 26, 28, 29, and 30 in 
Fig. 3; Paragraph [0041-0042]). Therefore, depending on the chosen location for a 
sensor, the sensor could be closer to the anterior portion of the housing than the organ. 

With regard to clairns 12 and 18, and the limitation wherein an upper-most 
surface of the first device extends a greater distance above the lower surface of the 
housing that the first end of the receiver, the tactile sensors of Pugh may be smaller 
than a simulated organ (i.e., first device), and may be placed at various locations with 
regard to the organ (Items 16 and 20 in Fig. 1; Paragraph [0037]; Items 26, 28, 29, and 
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30 in Fig. 3; Paragraph [0041-0042]). Therefore, a sensor placed on the side of an 
organ would be a shorter distance from the lower surface of the housing than the upper- 
most surface of the organ (See also Fig. 2). 

With regard to claim 15, and the limitation wherein at least some portion of the 
second device is closer to the anterior portion of the housing than the first device, Pugh 
discloses that a plurality of different simulated organs (i.e., devices) may be used in the 
simulator, as previously described (Paragraph [0012]). Therefore, one organ, such as 
the liver, would be closer to the anterior portion of the simulator than another organ, 
such as a heart or brain. 

With regard to claim 16, and the limitation wherein at least some portion of the 
second device is closer to the anterior portion of the housing than the first end of the 
receiver, Pugh discloses that tactile sensors (ail of which would comprise a receiver) 
may be placed at various locations with regard to a simulated organ (i.e., first device), 
as previously described (Items 16 and 20 in Fig. 1; Paragraph [0037]; Items 26, 28, 29, 
and 30 in Fig. 3; Paragraph [0041-0042]). Therefore, the location of a second organ 
(i.e., second device) could be closer to the anterior portion of the housing than a sensor 
(i.e., first end of the receiver), depending on the chosen location for the sensor. 

With regard to claim 17, and the limitation wherein the first end of the receiver is 
closer to the anterior portion of the housing than the first device, Pugh discloses that 
tactile sensors may be placed at various locations with regard to a simulated organ (i.e., 
first device), as previously described (Items 16 and 20 in Fig. 1; Paragraph [0037]; 
Items 26, 28, 29, and 30 in .Fig. 3; Paragraph [0041-0042]). Therefore, a sensor could 
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be placed closer to the anterior portion of the housing than an organ (i.e., first device), 
as chosen by a user. 

With regard to claim 19, and the limitation wherein an upper-most surface of the 
first device extends further above the lower surface of the housing than an upper-most 
surface of the second device, Pugh discloses that various simulated organs (i.e., 
devices) may be used in the simulator, as previously described. Therefore, a certain 
organ (such as a kidney) would be further from the lower surface of the housing than 
another organ, such as heart, depending on the orientation of the simulator (See Fig. 8). 

With regard to claim 20, and the limitation wherein at least a portion of the 
receiver is disposed beneath an upper-most surface of the first device, Pugh discloses 
that tactile sensors may be placed at various locations with regard to a simulated organ 
(i.e., first device), as previously described (Items 16 and 20 in Fig. 1; Paragraph [0037]; 
Items 26, 28, 29. and 30 in Fig. 3; Paragraph [0041-0042]). 

With regard to claim 21, and the limitation of an electronics/communications 
interface, wherein the electronics/communications interface receives signals from 
sensors that are associated with at least one of the first device or the receiver, and 
wherein the electronics/communications interface is disposed beneath the pseudo skin, 
Pugh discloses that signals are sent from the sensors to a computer (Paragraph [0014 - 
0017]). Pugh discloses that the signals may be received via wires that are located inside 
the simulator (i.e., beneath the pseudo skin). 

With regard to. claims 22 and 23, and the limitation wherein the 
electronics/communications interface is closer to the posterior portion of the housing 
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than the first device (as in claim 23), and wherein the electronics/communications 
Interface is closer to the posterior portion of the housing than the receiver (as In claim 
24), the invention of Pugh is inherently capable of this feature, since one of the 
simulated organs (i.e., a first device) or a sensor (i.e., receiver) could be located further 
from the posterior of the housing than the wires connected to the sensors. 

With regard to claim 24, and the limitation wherein the 
electronics/communications interface comprises a printed circuit board, and further 
wherein a major surface of the printed circuit board is disposed orthogonal to an 
uppermost surface of the first device, Pugh discloses that a breadboard may be part of 
the communications interface (Paragraph [0045]; Item 33 in Fig. 4). Additionally, Pugh 
discloses that a computer may be part of the communications interface (Item 34 in Fig. 
4). Printed circuit boards (such as the motherboard and expansion cards) are inherently 
part of a computer. The orientation of the circuit boards, with respect to a specific 
simulated organ (i.e., first device) would depend on where a user of the invention 
chooses to place them. Therefore, a user could place one of the circuit boards 
orthogonal to a surface of an organ. 

With regard to claim 25, and the limitations of a housing and an end effector, 
wherein the end effector is inserted into the hosing during the performance of a 
simulated vascular access procedure, Pugh discloses an anatomical simulator (i.e., 
housing) as previously described. End effectors may include a user's hand, a needle, or 
other devices (Paragraph [0062]; Figs. 14A-C, 15, and 16). Pugh discloses that any 
type of surgical procedure including a component which must be perfomned manually or 
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inside an anatomical space and involving an organ or body surface may be taught with 
the invention (Paragraph [0062]). 

With regard to the limitation of a plurality of mechanisms, wherein the plurality of 
mechanisms are contained completely within the housing, and wherein the plurality of 
mechanisms include a first mechanism for simulating a first skin-interaction technique, 
and a second mechanism for receiving the end effector, Pugh discloses that simulated 
organs (i.e., mechanisms) may be located inside the simulator, which may be used to 
simulate palpation, as previously described (Paragraph [0012]). Pugh discloses that 
tactile sensors (i.e., mechanisms for receiving the end effector) which sense a user's 
interactions with the simulated organs (Items 16 and 20 in Fig. 1; Paragraph [0037]; 
Items 26, 28, 29, and 30 in Fig. 3; Paragraph [0041-0042]). 

With regard to claim 26, and the limitations wherein the housing has a 
longitudinal axis, a first end of the longitudinal axis defines an anterior portion of the 
housing, a second end pf the longitudinal axis defines a posterior portion of the housing, 
and in use, the anterior portion is proximal to a user and the posterior portion is distal to 
the user, Pugh discloses that the simulator may resemble a portion of a human body, 
which would include anterior and posterior regions, as defined by the regions spatial 
relationship with respect to a longitudinal axis (See Fig. 1 and 8). The proximity of a 
region with respect to a user would depend on the user's desired location when working 
with the invention. Therefore, a user could stand closer to the posterior region than the 
anterior, if the user went to that location. 
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With regard to claim 27, and the limitation wherein the plurality of mechanisms 
are disposed beneath a pseudo skin, Pugh discloses that the sensors and simulated 
organs (i.e., mechanisms) may be located within the simulator (i.e., underneath the 
pseudo skin) (Items 16 and 20 in Fig. 1 ; Paragraph [0037]; Items 26, 28, 29, and 30 in 
Fig. 3; Paragraph [0041-0042]). 

With regard to claim 28, and the limitation wherein the mechanisms include a 
third mechanism for simulating a second skin-interaction technique, and wherein the 
end effector is at least one of either a needle or a catheter, Pugh discloses that a breast 
(i.e., third mechanism) may be used with an effector such as a needle (Paragraph 
[0062]). 

With regard to claims 29-33, and the limitations wherein the first skin-interaction 
technique is skin-stretch, and the second skin-interaction technique is at least on of 
either palpation or occlusion, Pugh discloses that skin stretching (Figs. 14C, 15, and 16) 
and palpation (Paragraph [0012]) may be performed, as previously described. 

With regard to the limitation wherein at least a portion of the first mechanism is 
disposed at a substantially different position along the longitudinal axis than the second 
mechanism and third mechanism (as in claim 29), and wherein the first mechanism is 
closer to the anterior portion of the housing than the second mechanism and third 
mechanism (as in claim 30), and wherein at least a portion of the second mechanism is 
disposed at a substantially different position along the longitudinal axis than the first 
mechanism and third mechanism (as in claim 31), and wherein the third mechanism is 
closer to the posterior portion of the housing than the first mechanism and second 
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mechanism (as in claim 32), and wherein the portion of the second mechanism is 
flanked by the first mechanism and the third mechanism along the longitudinal axis (as 
in claim 33), Pugh discloses that a tactile sensor (i.e., second mechanism) may be 
placed at various locations with regard to simulated organs (i.e., first and third 
mechanisms), as previously described (Items 16 and 20 in Fig. 1; Paragraph [0037]; 
Items 26, 28, 29, and 30 in Fig. 3; Paragraph [0041-0042]). Therefore, a first organ 
could be located substantially differently along the longitudinal axis of the simulator, in 
relation to the locations of a sensor (i.e., second mechanism) and another organ (i.e., 
third mechanism), as recited in claim 29. Similarly, the locations of the sensor and 
organs could be located according to the arrangements recited in claims 30-33, as 
desired by a user. 

With regard to claim 34, and the limitation wherein a user interacts with the first 
mechanism at a first site at an upper surface of the housing, and wherein the user 
interacts with the second mechanism at a second site at the upper surface of the 
housing, and wherein the user interacts with the third mechanism at a third site at the 
upper surface of the housing, Pugh discloses that a user may interact with a plurality of 
simulated organs (i.e., mechanisms) via a plurality of openings on the simulator (Figs. 
14A-C, 15, and 16). 

With regard to claim 35, Pugh discloses a pseudo skin, a plurality of mechanism 
with which a user interacts for simulating a vascular-access procedure, wherein the 
plurality of mechanisms are disposed under the skin, and a housing, wherein the 
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housing contains the plurality of mechanisms, as previously described (Fig. 8; 14A-C, 
14, 16; Paragraph [0062]). 

With regard to claims 36 and 37, and the limitation wherein the housing is no 
more than about 5 inches in height (as in claim 36), wherein the housing is no more 
than about 4 inches in height (as in claim 37), Pugh discloses that the size of the 
anatomical simulator and organs represent expected ranges of human size, shape, and 
other qualities (Paragraph [0038]). Therefore, if the invention were being used to 
simulate the anatomy of a baby or small child, the height of the anatomical simulator 
would be less than about 4 or 5 inches. 

With regard to claim 38, and the limitation wherein at least one of either a needle 
or catheter is disposed outside of said housing until inserted during a simulated vascular 
access procedure, Pugh discloses that a needle may be used (Figs. 14B-C). 

With regard to claim 39, and the limitation of a data processing system, wherein 
the data processing system receives signals from sensors that are associated with the 
plurality of mechanisms, Pugh discloses this feature (Fig. 1, 4, 8; Paragraphs [0014 - 
0017]). 

With regard to claim 40, and the limitation wherein the plurality of mechanisms 
comprise discrete devices, wherein a first of the devices is for enabling a user to 
perform a skin stretch technique, a second of the devices is for receiving a needle or 
catheter or both, and a third of the devices is for enabling a user to perform at least one 
of either a palpation technique or occlusion technique, Pugh discloses that that the skin 
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of the simulator may be stretched (Fig. 14C, 15, and 17), that an organ may be used to 
receive a needle (Fig. 14B), and that an organ may be used for palpation (Fig. 14A). 

Response to Arguments 
1 . Applicant's arguments filed 5/10/2007 have been fully considered but they are 
not persuasive. In regards to the applicant's arguments (claims 1, 25 & 35), the 
applicant argues the term "end effector". In the applicant's specification at paragraph 
0025 an "end effector" means a "device, tool or instrument." In the examiner's Office 
Action mailed on 4/18/2007, the examiner correlated the human hand as an "end 
effector". The applicant states on page 12 third paragraph that a hand can use "a 
device, tool, or instrument." The examiner agrees with the applicant's assertion, 
however, a hand can also be used as a tool. In this case, for example, the hand is 
being used to perform palpation techniques. Additionally, the applicant argues that a 
"simulated vascular-access procedure" is not being performed in the Pugh reference. 
The examiner disagrees with the applicant's position. In paragraph 0062, Pugh recites. 
"By hand, the surgeon can feel where the solid tumor ends and a major blood vessel 
begins for example." The standard definition of vascular, according to Merriam-Webster 
OnLine, means supplied with or made up of such channels and especially blood 
vessels. Therefore, Pugh does teach simulating a vascular-access procedure. Further, 
the applicant argues that Pugh does not disclose "mechanisms which a user interacts to 
simulate such procedures." Pugh teaches where the user interacts with the organs and 
blood vessels to simulate vascular-access procedures. In regards to claims 1 , 25 & 35, 
the applicant claims intended use functions. The examiner has not considered any of 
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the claim language after the word "for" in these claims. All of the terminology after the 
word "for" in an apparatus claim is nothing more than the intended use of that device 
and/or mechanism. According to MPEP 21 14, Features of an apparatus may be 
recited either structurally or functionally, claims directed to an apparatus must be 
distinguished from the prior art in terms of structure rather than function. In addition, a 
claim containing a "recitation with respect to the manner in which a claimed apparatus is 
intended to be employed does not differentiate the claimed apparatus from a prior art 
apparatus" if the prior art apparatus teaches all the structural limitations of the claims. 

Citation of Pertinent Prior Art 
The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

Alexander et al. (U.S. Publication Number 2004/0076940) teaches an interface device 
and method for interfacing instruments to medical procedure simulation systems. 
Lakin et al. (U.S. Patent Number 7.182,602) teaches a whole-body mathematical model 
for simulating intracranial pressure dynamics. 

Eggert et al. (U.S. Patent Number 6,527,558) teaches an interactive education system 
for teaching patient care. 

Eggert et al. (U.S. Patent Number 5,853,292) teaches a computerized education system 
for teaching patient care. 

Conciusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .1 36(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kesha Frisby whose telephone number is 571-272- 
8774. The examiner can nomrially be reached on Mon. - Wed. 7-3pm & Thurs. - Fri. 7- 
3:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert Pezzuto can be reached on 571-272-6696. The fax phone number 
for the organization where this application or proceeding is assigned Is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more infonnation about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-91 99 (IN USA OR CANADA) or 571-272-1 000. 




Ronald Laneau 
Primary Patent Examiner 
Art Unit 3714 
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PRIMARY EXAMINER 




